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RTOG Co-Chair NSABP Statistician NSABP Radiation Protocol Officer NSABP Protocol Officer
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NSABP B-39/RTOG 0413
Phase lll Trial of Whole Breast Irradiation (WBI)
VS.
Partial Breast Irradiation (PBI)

Operable Breast Cancer
Invasive or DCIS (<3 cm),

0-3 Positive Nodes
Treated with Lumpectomy

External Beam Whole Partial Breast
CEE .G Irradiation
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Accrual Management

 NSABP Is the “lead” group (CTSU).

« Any NSABP site (single or multiple groups) can
randomize only through NSABP.

 Non-NSABP sites must randomize through
CTSU.



Accrual Management

This Trial involves surgery and radiation therapy.
The Trial requires long term follow-up
Site capabilities will vary.

Dual sites - one group may be more established and
better able to conduct the Trial.



Accrual Management

e At sites with active NSABP and RTOG membership, the local
NSABP and RTOG Pls have the option (after joint agreement) of
electing all accrual from that site to be credited to the RTOG.

o |[felecting RTOG, entry and randomization would occur through
the CTSU. Otherwise, entry and randomization would go through

NSABP.

e Renewal of this arrangement could occur on an annual basis, but
the recommendation would be to maintain this for the duration of
trial accrual.



Accrual Management

A declaration form will be developed for signature of both the
NSABP and the RTOG local Pls and submitted to the NSABP
Headquarters.

CTSU will be notified of the decision rules.

NSABP sites that elect to award accrual through RTOG will
receive full accrual credits toward the 10 patients/year
requirement.

RTOG sites that elect to award accrual through NSABP will
receive full accrual credits toward the yearly requirement.



Accrual Management

« Accrual credits will not be retroactive after the joint agreement.
 NSABP will develop an accrual reporting process to RTOG.

» Federal funding for this Trial is approximately $2,000 per
randomization from either the NSABP or RTOG. Funding
allocation at a site is a local matter. The NSABP and RTOG
memberships are strongly encouraged to discuss with each other
the allocation issues at their respective sites.



Data Management

NSABP is the owner of all data and will be responsible for
primary/secondary endpoint analyses and QOL analysis.

RTOG will collect cosmesis data and provide analysis.

NSABP will manage randomization and with RPC/ITC manage
PBI treatment planning data for credentialing and QA/QC.

RTOG will collect and review WBI planning data.
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